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DETAILED ACTION 

Election/Restrictions 

Applicant's election of Group II, claims 5 and 6 in the reply filed on 
10/17/05 is acknowledged. Because applicant did not distinctly and specifically 
point out the supposed errors in the restriction requirement, the election has 
been treated as an election without traverse (MPEP § 818.03(a)). 

The requirement is still deemed proper and is therefore made FINAL. 

Status of Application, Amendments, And/Or Claims 

Claims 1-15 are pending. Claims 1-4 and 7-15 are withdrawn from further 
consideration as being drawn to a nonelected Invention. 

Claims 5 and 6 are under examination. 

Information Disclosure Statement 

The information disclosure statement filed 5/3/2004 fails to comply with 37 
CFR 1 .98(a)(2), which requires a legible copy of each cited foreign patent 
document; each non-patent literature publication or that portion which caused it 
to be listed; and all other information or that portion which caused it to be listed. 
The crossed references were are not available to the examiner at the time of 
examination. 

Applicants may, in response to this and no later Office Action, submit the 
missing references. Such submissions will be considered to have been part of 
the respective Information Disclosure Statement filed on 5/3/2004, and the PTO- 
1449 will be updated accordingly. No fee for the submission of such references 
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is required, nor should applicants file an additional form PTO-1449 with the 
missing references. 

Claim Rejections - 35 USC §112 

The following is a quotation of the first paragraph of 35 U.S.C. 112: 

The specification shall contain a written description of the invention, and of the manner and 
process of making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly connected, to make 
and use the same and shall set forth the best mode contemplated by the inventor of carrying 
out his invention. 

Claims 5 and 6 are rejected under 35 U.S.C. 112, first paragraph, as 
failing to comply with the written description requirement. The claim(s) contains 
subject matter which was not described in the specification in such a way as to 
reasonably convey to one skilled in the relevant art that the inventor(s), at the 
time the application was filed, had possession of the claimed invention. 

Claims are drawn to a method of preventing or treating a pathological 
feeding behavior, cachexia in an animal comprising administering an effective 
amount of a mammalian melanocortin 4 (MC-4) receptor antagonist to the 
animal. The claims do not require that a receptor antagonist possesses any 
particular structural characteristic, or distinguished structural modification. As 
such an inhibitor of MC-4 R that ameliorates or inhibits cachexia comprises any 
compound, peptide, antibodies or combination of all. Therefore, the claims are 
drawn to a genus of a genus of receptor antagonist. 

Factors to be considered when determining whether there is sufficient 
evidence of possession include the level of skill and knowledge of the art, partial 
structure, physical and/or chemical properties, functional characteristics, alone or 
coupled with a known or disclosed correlation between structure and function, 
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and method of making the chemical invention (Written description guidelines, 
Federal Register, vol. 66, no. 4, January 2002, p 1 106, column 2). 

There are no particular structures identified as being associated with a 
MC-4 receptor antagonist. Thus the essential characteristics of a receptor 
antagonist are not disclosed, and the artisan would not conclude that Applicant 
was in possession of this genus as broadly claimed. 

This is a written description rejection, rather than an enablement rejection 
under 35 U.S.C. 112, first paragraph. Applicant is directed to the Guidelines for 
the Examination of Patent Applications Under the 35 U.S.C. 1 12, 1 "Written 
Description" Requirement, Federal Register, Vol. 66, No. 4, pages 1099-1111, 
Friday January 5, 2001 . 

Vas-Cath Inc. V. Mahurka . 1 9 USPQ2d 1111, states that applicant must 
convey with reasonable clarity to those skilled in the art that, as of the filing date 
sought, he or she was in possession of the invention. The invention, for 
purposes of the written descriptioninquiry, is whatever is now claimed (see page 
1117). The specification does not "clearly allow persons of ordinary skill in the art 
to recognize that [he or she] invented what is claimed." (see Vas-Cath at page 
1116). 

A description of a genus may be achieved by means of a recitation of a 
representative number of species falling within the scope of the genus or of a 
recitation of structural features common to the members of the genus, which 
features constitute a substantial portion of the genus. Regents of the University 
of California v. Eli Lilly & Co., 119 F3d 1559, 1569, 43 USPQ2d 1398, 1406 (Fed. 
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Cir. 1997). In Regents of the University of California v. Eli Lilly (43 USPQ2d 
1398-1412), the court held that a generic statement which defines a genus of 
nucleic acids by only their functional activity does not provide an adequate 
written description of the genus. The court indicated that, while applicants are 
not required to disclose every species encompassed by a genus, the description 
of the genus is achieved by the recitation of a representative number of species 
falling within the scope of the claimed genus. At section B (1), the court states 
an adequate written description of a DNA ... requires a precise definition, such as 
by structure, formula, chemical name, or physical properties, not a mere wish or 
plan for obtaining the claimed chemical invention. 

As discussed above, the skilled artisan cannot envision the detailed amino 
acid sequence or chemical structure of the encompassed genus of receptor 
antagonist, and therefore conception is not achieved until reduction to practice 
has occurred, regardless of the complexity or simplicity of the method of isolating 
it. The compound itself is required. See Fiers v. Revel . 25USPQ2d 1601 at 1606 
(CAFC 1993) and Amaen v.Baird , 30 Chugai Pharmaceutical Co. Ltd., 18 
USPQ2d 1016. One cannot describe what one has not conceived. See Fiddes v. 
Baird . 30 USPQ2d 148 at 1483. In Fiddes . claims directed to mammalian FGF's 
were found to be unpatentable due to lack of written description for that broad 
class. Therefore, only the isolated polypeptide comprising the amino acid 
sequence set forth in SEQ ID NO: 2, but not the breadth of the claims meet the 
written description provision of 35 U.S.C. § 1 12, first paragraph. 
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Applicant is reminded that Vas-Cath makes clear that the written 
description provision of 35 U.S.C. 112 is severable from its enablement provision 
(see page 1115). 



Claims 5 and 6 are rejected under 35 U.S.C. 1 12, first paragraph, because 
the specification, while being enabling for a method of treating cachexia, does 
not reasonably provide enablement for preventing a pathological feeding 
behavior, cachexia by administering any receptor antagonist. The specification 
does not enable any person skilled in the art to which it pertains, or with which it 
is most nearly connected, to which the invention commensurate in scope with 
these claims. 

The first paragraph of 35 U.S.C. 1 12 states, "The specification shall 
contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any 
person skilled in the art to which it pertains, or with which it is most nearly 
connected, to make and use the same...". The courts have interpreted this to 
mean that the specification must enable one skilled in the art to make and use 
the invention without undue experimentation. The courts have further interpreted 
undue experimentation as requiring "ingenuity beyond that to be expected of one 
of ordinary skill in the art" ( Fields v. Conover . 170 USPQ 276 (CCPA 1971)) or 
requiring an extended period of experimentation in the absence of sufficient 
direction or guidance ( In re Colianni , 195 USPQ 150 (CCPA 1977)). Additionally, 
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the courts have determined that "... where a statement is, on its face, contrary to 
generally accepted scientific principles", a rejection for failure to teach how to 
make and/or use is proper (In re Marzocchi . 169 USPQ 367 (CCPA 1 971 ). 
Factors to be considered in determining whether a disclosure meets the 
enablement requirement of 35 U.S.C. 112, first paragraph, have been described 
in In re Colianni . 195 USPQ 150, 153 (CCPA 1977) and have been clarified by 
the Board of Patent Appeals and Interferences in Ex parte Forman . 230 USPQ 
546 (BPA1 1986). Among the factors are the nature of the invention, the state of 
the prior art, the predictability or lack thereof in the art, the amount of direction or 
guidance present, the presence or absence of working examples, the breadth of 
the claims, and the quantity of experimentation needed. The instant disclosure 
fails to meet the enablement requirement for the following reasons: 

The Nature of Invention: The claimed invention is drawn to a method of 
preventing a pathological feeding behavior, cachexia in an animal comprising 
administering an effective amount of a mammalian melanocortin 4 (MC-4) 
receptor antagonist to the animal. 

The state of the prior art and the predictability or lack thereof in the 
art: Cachexia is defined as loss of weight and muscle mass caused by disease. 
Cachexia is a wasting syndrome that causes weakness and a loss of weight, fat, 
and muscle. Patients with advanced cancer; AIDS and some other major chronic 
progressive diseases may appear cachectic. Cachexia can occur in people who 
are eating enough, but who cannot absorb the nutrients. However, cachexia is 
not the same as starvation. A healthy person's body can adjust to starvation by 
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slowing down its use of nutrients, but in cachectic patients, the body does not 
make this adjustment. Bednarek , Maria (US Patent No. 6,693,165) teach a 
number of antagonist compound that specifically bind to MC-4 receptor for the 
treatment of eating disorder related to underweight, cachexia or anorexia or 
bulimia of any cause in humans (column 4, lines 35-38). However, the term 
"prevention" is interpreted as to stop this symptom or disorder from any future 
occurrences. The specification does not guide on use of any MC-4 receptor 
antagonist such as a chemical compound or peptides. The specification does not 
enable any method of prevention of cachexia in mammals by administering any 
receptor antagonist. 

The amount of direction or guidance present and the presence or 
absence of working examples: Given the teachings of unpredictability found in 
the art, detailed teachings are required to be present in the disclosure in order to 
enable the skilled artisan to practice the invention commensurate in scope with 
the claims. These teachings are absent. While there are some teachings in the 
specification on pages 33-39 showing administration of aguti related protein 
(AGRP) could resist weight loss but this still does not prevent from future 
occurrences. The specification does not provide any example of administering a 
receptor antagonist to prevent cachexia. 

The breadth of the claims and the quantity of experimentation 
needed: Because the claims encompass administering an antagonist of MC-4R 
to prevent a pathological feeding behavior, cachexia in an animal, in the light of 
the teachings of the unpredictability found in the art discussed and because of 
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the supra lack of sufficient teachings in applicants disclosure to overcome those 
teachings, it would require undue experimentation by one of skill in the art to be 
able to practice the claimed invention. 



Claim Rejections - 35 USC § 102 

The following is a quotation of the appropriate paragraphs of 35 

U.S.C. 102 that form the basis for the rejections under this section made in this 

Office action: 

A person shall be entitled to a patent unless - 

(e) the invention was described in (1) an application for patent, published under section 
122(b), by another filed in the United States before the invention by the applicant for patent or 
(2) a patent granted on an application for patent by another filed in the United States before 
the invention by the applicant for patent, except that an international application filed under 
the treaty defined in section 351(a) shall have the effects for purposes of this subsection of an 
application filed in the United States only if the international application designated the United 
States and was published under Article 21(2) of such treaty in the English language. 

Claims 5 and 6 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Cone et al. (US Patent No. 6, 1 00,048). 

Claims are drawn to a method of preventing a pathological feeding behavior, 
cachexia in an animal comprising administering an effective amount of a 
mammalian melanocortin 4 (MC-4) receptor antagonist to the animal. 

Cone et al teach a method of characterizing a MC-4 receptor antagonist 
as stimulator of feeding behavior in an animal ( column 5, lines 40-43). They 
disclose method steps of treating a pathological eating disorder comprising 
providing food to an animal not deprived of food at least for 12 hours, with or 
without administering MC-4 receptor antagonist. They teach that the method can 
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be used for treating pathological disorder cachexia which occurs in cancer 
patients (column 12, lines 28-30). 

Claims 5 and 6 are rejected under 35 U.S.C. 102(e) as being anticipated 
by Dooley et al. (US Patent No. 6,350,430). 

Claims are drawn to a method of preventing a pathological feeding behavior, 
cachexia in an animal comprising administering an effective amount of a 
mammalian melanocortin 4 (MC-4) receptor antagonist to the animal. 
Dooley et al teach a method of using MC-4 receptor antagonist compounds such 
as HP467 which antagonizes feeding behavior and weight loss by MC-4R 
agonist HP 228 in male Sprague-Dawley rats ( Example VIII). Dooley et al do not 
explicitly state this behavior as cachexia. However, cachexia is characterized by 
body weight loss and loss of apetite. Therefore, Dooley teaches a method of 
treating cachexia in an animal. 

Claims 5 and 6 are rejected under 35 U.S.C. 102(e) as being anticipated by 
Bednarek (US Patent No. 6,693,165). 

Claims are drawn to a method of preventing a pathological feeding behavior, 
cachexia in an animal comprising administering an effective amount of a 
mammalian melanocortin 4 (MC-4) receptor antagonist to the animal. 
Bednarek et al teach many MC-4R specific antagonists such as HS014, HS024 
and HS028 and a method of treating eating behavior related to underweight, 
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cachexia or anorexia or bulimia comprising an effective amount of compound of 
formula I (column 4, lines 36-48). Thus, Bednarek et al meet all the limitations of 
instantly claimed invention. 

Conclusion 

No claim is allowed. 
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Any inquiry concerning this communication or earlier communications from 
the examiner should be directed to Gyan Chandra whose telephone number is 
(571 ) 272-2922. The examiner can normally be reached on 9:00-5:30. 

If attempts to reach the examiner by telephone are unsuccessful, the 
examiner's supervisor, Anthony Caputa can be reached on (571) 272-0829. The 
fax phone number for the organization where this application or proceeding is 
assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from 
the Patent Application Information Retrieval (PAIR) system. Status information 
for published applications may be obtained from either Private PAIR or Public 
PAIR. Status information for unpublished applications is available through 
Private PAIR only. For more information about the PAIR system, see http://pair- 
direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll- 
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Gyan Chandra, Ph.D. PATENT EXAMSNEB 

Art Unit 1646 

19 December 2005 

Fax: 571-273-2922 



